TCT-491: Early Effectiveness and Safety Results From the CoreValve Transcatheter Aortic Valve Australia-New Zealand Study  by unknown
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%DFNJURXQG7UDQVFDWKHWHUDRUWLFYDOYHLPSODQWDWLRQ7$9,LVDWKHUDSHXWLFRSWLRQIRUSDWLHQWVZLWK
VHYHUHDRUWLFVWHQRVLVDWKLJKULVNIRUVXUJLFDOUHSODFHPHQW:HUHSRUWSHULRSHUDWLYHDQGVL[PRQWK
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RIVXEMHFWVZLWKGXHWR$9FRQGXFWLRQGLVWXUEDQFHDQGPDLQWDLQLQJDQXQGHUO\LQJLQWULQVLF
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
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DQGPDMRUDGYHUVHFDUGLRYDVFXODUDQGFHUHEURYDVFXODU
HYHQWV1RYDOYHPLJUDWLRQVHQGRFDUGLWLVRUVWUXFWXUDOYDOYHGHWHULRUDWLRQVZHUHUHSRUWHG
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&RQFOXVLRQ7KH)U&RUH9DOYH7$9,SURVWKHVLVVKRZVDSURPLVLQJVDIHW\DQGSHUIRUPDQFH
SUR¿OH DW VL[ PRQWKV LQ WKLV PRQLWRUHG PXOWLFHQWHU WULDO 6WDEOH PRUWDOLW\ DQG PRUELGLW\
RXWFRPHVDUHZLWKLQH[SHFWDWLRQVIRUSHUFXWDQHRXVO\WUHDWHGVXEMHFWVZLWKVHYHUHV\PSWRPDWLF
DRUWLFVWHQRVLVLQWKLVYHU\KLJKULVNVXEJURXS6XVWDLQHGLPSURYHPHQWVZHUHREVHUYHGWRDWOHDVW
VL[PRQWKV(QUROOPHQWDQGORQJWHUPIROORZXSDUHRQJRLQJ
7&7
3UHVHUYHGYDOYHIXQFWLRQPRQWKVHFKRJUDSKLFIROORZXSSRVW7$9,
/LQGD&RWD(XJHQLR6WDELOH*LRYDQQL6RUURSDJR$QJHOR&LRSSD*LRYDQQD6DUQR9LQFHQ]R
/XFFKHWWL0DUFR$JUXVWD3DROR5XELQR
&OLQLFD0RQWHYHUJLQH0HUFRJOLDQR$9,WDO\
%DFNJURXQG7KHLPPHGLDWHFOLQLFDODQGKDHPRG\QDPLFUHVXOWVRI7$9,LQSDWLHQWVDWKLJKVXUJLFDO
ULVNDUHH[FHOOHQW7KHUHLVOLPLWHGGDWDDVWRZKHWKHUYDOYHIXQFWLRQGHWHULRUDWHVGXULQJIROORZXS
2EMHFWLYHV7KHDLPRIWKLVVWXG\ZDVWRDVVHVVWKHQDWXUDOKLVWRU\RIYDOYHIXQFWLRQXSWRRQH\HDULQ
SDWLHQWVXQGHUJRLQJ7$9,
0HWKRGV2QHKXQGUHGDQGWZHQW\SDWLHQWVZHUHUHFUXLWHGIURPD7$9,SURJUDPPHDWRXULQVWLWXWH
(LJKW\¿YH SURFHGXUHV ZHUH SHUIRUPHG XVLQJ D WUDQVDSLFDO DSSURDFK DQG  SURFHGXUHV XVLQJ D
WUDQVIHPRUDODSSURDFK$OOSDWLHQWVXQGHUZHQWDQDVVHVVPHQWRISURVWKHWLFYDOYHIXQFWLRQLPPHGLDWHO\
SRVWSURFHGXUDOO\DWGD\VDQGRQH\HDUSRVWSURFHGXUHZLWKWUDQVWKRUDFLFHFKRFDUGLRJUDSK\)RU
HDFK SDWLHQWV DRUWLF YDOYH DUHD $9$ DQG DRUWRYHQWULFXODU SUHVVXUH JUDGLHQW 3*ZHUHPHDVXUH
DWHDFKWLPHSRLQWV7KH$9$UDWLREHWZHHQWKH$9$DWHDFKWLPHSRLQWDQGWKH$9$GHWHFWHGSRVW
SURFHGXUHZDVFDOFXODWHG7KH3*UDWLREHWZHHQWKH3*DWHDFKWLPHSRLQWDQGWKH3*GHWHFWHGSRVW
SURFHGXUHZDVFDOFXODWHG
5HVXOWV3URFHGXUDOVXFFHVVZDVREWDLQHGLQRIWKHSDWLHQWV$9$DQG3*UHPDLQHGVWDEOHRYHU
RQH\HDUVIROORZXSDVGHPRQVWUDWHGE\WKHODFNRIGLIIHUHQFHVLQWKH$9$UDWLRDQGWKH3*UDWLRRYHU
WKHWLPH6LPLODUUHVXOWVZHUHREWDLQHGXVLQJWUDQVIHPRUDORUWUDQVDSLFDODSSURDFK6HH¿JXUHS QV
&RQFOXVLRQV9DOYHIXQFWLRQDIWHU7$9,GRQRWGHWHULRUDWHVXSWRRQH\HDUVDIWHULPSODQW7KHVHGDWD
LIFRQ¿UPHGE\ODUJHVFDOHUHJLVWULHVZLWKORQJHUIROORZXSFRXOGEHLPSRUWDQWLQH[WHQGLQJLPSODQW
LQGLFDWLRQVWRSDWLHQWVZLWKDYHUDJHVXUJLFDOULVN
7&7
&ORVXUHRI/DUJH3HUFXWDQHRXV$FFHVV6LWHV$IWHU%DOORRQ$RUWLF9DOYXORSODVW\8VLQJD
6XWXUH%DVHG&ORVXUH'HYLFHYV&ROODJHQ%DVHG&ORVXUH'HYLFHYV0DQXDO&RPSUHVVLRQ
,WVLN%HQ'RU/RZHOO)6DWOHU$XJXVWR'3LFKDUG*DEULHO0DOXHQGD0LFKDHO$*DJOLD
$VPLU6\HG0DQXHO$*RQ]DOH]0DOL0DKPRXGL.RKHL:DNDED\DVKL/RLF%HOOH5HEHFFD
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:DVKLQJWRQ+RVSLWDO&HQWHU:DVKLQJWRQ'&
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9DVFXODUFRPSOLFDWLRQVLQFOXGLQJEOHHGLQJDUHDFRPPRQVRXUFHRIPRUELGLW\SRVW
EDOORRQDRUWLFYDOYXORSODVW\%$9DVDUHVXOWRIWKHUHTXLUHPHQWIRUODUJHERUHIHPRUDODUWHU\DFFHVV
$YDLODEOHRSWLRQVIRUPDQDJHPHQWRIWKHDFFHVVVLWHDUHPDQXDOFRPSUHVVLRQVXWXUHPHGLDWHGFORVXUH
GHYLFHVDQGUHFHQWO\UHSRUWHGFROODJHQEDVHGFORVXUHGHYLFHV
$LP7RFRPSDUHVXFFHVVUDWHDQGFRPSOLFDWLRQUDWHRIDFROODJHQPHGLDWHGFORVXUHGHYLFHYVVXWXUH
PHGLDWHGFORVXUHWHFKQLTXHYVPDQXDOFRPSUHVVLRQIRUDFFHVVVLWHPDQDJHPHQWIROORZLQJ%$9
0HWKRGV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WKRVHZHUHH[FOXGHG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&RQFOXVLRQ&ROODJHQEDVHGFORVXUHGHYLFHVDQGVXWXUHPHGLDWHGFORVXUHGHYLFHVDUHVDIHUWKDQ
PDQXDO FRPSUHVVLRQ IRU KHPRVWDWVLV IROORZLQJ %$9 &ROODJHQEDVHG FORVXUH GHYLFHV KDYH D
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&RPELQHG&RURQDU\$QG$RUWLF9DOYXODU,QWHUYHQWLRQ$1HZ7UHDWPHQW$OWHUQDWLYH)RU
3DWLHQWV$W+LJK6XUJLFDO5LVN
/HQDUG&RQUDGL2ODI)UDQ]HQ+HQGULN7UHHGH0RULW]6HLIIHUW6WHSKDQ%DOGXV-RKDQQHV
6FKLUPHU7KRPDV0HLQHUW]+HUPDQQ5HLFKHQVSXUQHU
8QLYHUVLW\+HDUW&HQWHU+DPEXUJ+DPEXUJ*HUPDQ\
2EMHFWLYHV&RURQDU\DUWHU\GLVHDVHDQGFDOFL¿HGDRUWLFVWHQRVLVKDYHDVLJQL¿FDQWFRLQFLGHQFHGXH
WRDVLPLODUSDWKRJHQHVLVRIWKHWZRHQWLWLHV*RRGUHVXOWVDUHDFKLHYHGE\FDUGLDFVXUJHU\HYHQLQ
SDWLHQWVZLWKUHOHYDQWFRPRUELGLWLHVXQGHUJRLQJFRPELQHG&$%*DQGDRUWLFYDOYHUHSODFHPHQWEXW
WKHUHLVQHHGIRUOHVVLQYDVLYHDOWHUQDWLYHVIRUVHOHFWHGSDWLHQWV:HUHSRUWRXUSUHOLPLQDU\H[SHULHQFH
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Q RUWUDQVIHPRUDOQ 
DSSURDFKIURPWKURXJK0D\,QSDWLHQWV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